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Patient Population 
See protocol Section 3 for complete eligibility criteria 

 

• Must have been a TAILORx (recurrence score [RS] 0-

100) or RxPONDER (RS 0-100) study participant 

 Note: EA1241 is only for patients enrolled at US sites 

(see criterion 3.1.1 for the list of potentially eligible 

participants) 

• Must have met the criteria for 1 of 3 possible cohorts: 

 Cohort 1: Previously enrolled on TAILORx 

(PACCT-1) (RS 0-100) AND had a biopsy-

confirmed locoregional, distant, or both locoregion-
al and distant recurrence prior to registration on 

this protocol 

 Cohort 2: Previously enrolled on Step 2 of 

RxPONDER (S1007) (RS 0-25) AND had a biopsy-

confirmed locoregional, distant, or both locoregion-
al and distant recurrence prior to registration on 

this protocol 

 Cohort 3: Previously enrolled on Step 1 of 

RxPONDER and found to have a high Oncotype 
DX RS 26-100 

• Must have tumor tissue available from each cohort: 

 Cohorts 1 & 2: must have relapse tumor tissue 

specimen available for submission to EACBPF with-

in 30 days of registration 

 Cohort 3: must have primary tumor tissue speci-

men available for submission to EACBPF within 30 

days of EA1241 registration 

 Note: Submission of tumor block is preferred, but if 

unavailable, alternative material may be submitted per 

Section 9. Patients in Cohort 3 who have a recurrence 

and a recurrence tumor specimen available must pro-

vide the relapse specimen within 30 days of EA1241 

registration. If recurrence occurs after EA1241 registra-

tion, the relapse specimen must be submitted within 30 

days of collection 

• For deceased cohort 1 & 2 participants who previously 

consented to banking leftover tissue for future, unspeci-

fied scientific research, submission of biospecimens and 

clinical information is permitted under waiver of IC 

EA1241 Available Through ECOG-ACRIN Cancer Research Group 
 

Extended Clinical Follow up and Biospecimen Collection for Patients Enrolled  

in TAILORx and RxPONDER: A Companion Protocol 

For Breast Cancer Patients Enrolled in TAILORx/RxPONDER 

Study Design 
See protocol Section 5 for complete study details 

 

Data and Sample Submission: 

• Primary and relapse tumor specimens must be submit-

ted to the EACBPF within 30 days of the date of regis-

tration as outlined in Sections 7 and 9 

 Representative primary and relapse tumor tissue 

and related pathology reports must be submit-

ted and shipped within 30 days of EA1241 regis-

tration as outlined in Section 9 

• Patients enrolled on this study will receive standard of 

care therapy as determined by the treating physician 

• Patients will be followed for recurrence and survival 

data for 5 years from the date of registration on 

EA1241. For patients still in active follow-up on TAI-

LORx (RS-100) or RxPONDER, the EA1241 follow-up 

schedule will be based on the date of registration/

randomization to TAILORx or RxPONDER 

 Data collection on TAILORx and RxPONDER 

will be continued as outlined in the respective 

protocols and in the study-specific clinical data-

bases 

• Note: This is a non-intervention and specimen submission 

study only, so there are no study-related AEs to report 

• Refer to protocol Section 4 for details on EA1241 site 
registration requirements (including Department of De-

fense approval) 
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Please Enroll 

Your Eligible 

Patients! 

https://open.ctsu.org/open 

Patient Enrollment (Oncology Patient Enrollment Network [OPEN])  

Protocol Information (ECOG-ACRIN Operations – Boston) 

http://ecog-acrin.org (Member Login) 1-857-504-2900 

1-888-823-5923 

https://open.ctsu.org/open
http://www.ecog-acrin.org/
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